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No. 1 of Blophysics Institute

Assurance of Compliance with Department of Energy Regulations for Protection of
Human Research Subjects
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on Public Health Protection July, 22, 1893 (Law RF - 93) as specified below

PART 1

Ehicai  Principles  and  institutional Policies Governing Research lnveiang  Haman
Subjects

i Applicability
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researchis otherwise subject to federal regulation, if;
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AN the researchis sponsored by this institution or

B HwnmnmHwmmﬂWWmWWWWWWWWWMWWWMMWMmﬁ%

institution in connection with  institutional responsihiities or

. the research is conducted by or under the direction of any employee o agent of
this institution using any propeity or facility of this institution, or

] the research invohves the use of this institution's nonpublic inforrmation to identify o

contact hurman research subjects or prospective subjects,

i Ethical Principles

arding all research involMng buman as
wsion for the Pratection of Hoaman
hicalPrinciplesand Guidelines
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This institution is guided by the ethical principles reg
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A ihis nstitubion  recognizes  the principies  of re sons, heneficence
(including minimization of harmes and mepdmization of bene _ > s stated N the
Belimont Keport and Law RF-93 and will apply these princip »h.. S in all research covered by
this  Assurance.
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B This institution acknowledges and accepts its responsinilities for protecting the nghts
andd welfare of human research subdects

Ht Policies

A This institutions acknowledges that it and its investigators bear full re sa.pux wsibility for
the performance of all research covered by this Assurance, ncluding full responsibidity for
compiying  with Federal,  state,  and  local  laws  as they nmay relate to such
research

2 This institution assures that before human subjects are involved in res
considerationwill be given to
{hHthe risks {0 the subjects,
(Z2ithe anticipated benefits o the
(2) the  importance of the knowledge
reslt,

Searciy, Proper

and others

he  expected {o

(4)the informed congent process to bhe employed.
(5)the provisions to protect the privacy of subjects
(6)the additional safeguard for wvulnerable populations
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s and promoles o ctive cormmrmunication amaongg the
s, research administrators, departent heads, research investigators,
ts, and all other rolevart parties as means of maintaining a
agarcing the safequarcing of the rights and weifare of the

3 This institution will exercise appropriate ac
annuaily 1O ass
rights and wellf

are of human subjects are being effectivel

PART 2

IRB, Institution, and Invastigator Compliance with 10 CFR 45 and Law RF



i Applicabiity

(s wihich are concucted or
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“ontaming Tissues and Organs ¢

Project Title: Establishment of a Repository ¢ o Deceasedd
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DOE Project No B
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o institutional Raesponsibilities
A is institution has cormplied and will continue 1o cormply with the requirertents of 10
CFR and Law RF - 93 as specified below

B In accordance with the compesitions
Revew Board (IRB) designated in Part . »dwmiWchu:Z
mitial and continuing review of these projects
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C This institution has provded and will continue 1o provde bothiveeting
IRE and sufficiert staff to support the IRE's
duties
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tion to the review and approval of the TRB, this institution has revewed and

id
he pmwmﬂm referenced above.

IR BRaview

A The IRE shail revew, and have the authonty to approve, recuire mockfication in, or
disapprove this research activity o proposed changes in it before huran subjects may be
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3 Theconvened IR Beviewedand approved the above project

<. The KRB datermined, in accordance with the criteria found at 10 CRR 745 and Lawy
RF-93 that protections for human research subjects are adequate
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P The IRB has the authority to suspend or terminate approval of the above refers
research in accordance with 10 CFR 745 and Law RF-93 for (1) nor-compliance with 10
CFR 745 andd Law RF-93, and this Assurance document or the IRE's requirenwents, ancd
(23 for elimination of unexpected serious harm to subjects




- The ed thal legally effective informed consent {copy of do
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Ao Py the Chairperson at the request of any 1IRE member of instiftriona (ﬂ.
consicer any matter concerned with the rights and welfare of any subjects
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B shall prepare and maintain adequate documentation of its

with 10 CFR 745 and law RF - 93

!
from R 4mm:meS:KmWHRI

g?nimvw_,w¢0umfnl(mmﬂhwmwgﬁrwnmmmTWmWanakgghwmaﬁngmnmﬁﬁ\wMWrHukfﬁmmnn@nﬁmw$;rﬁ

the ,

21 any 3w$wwwmmw¢w termination of 1RB approval,

uranticipated . proflens . or ijun vekAng  risks to subjects o
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(4y ary  changes in this  research acthaty  which  are  reMeweod  and
approved by the IRB

J Where appraonate, the 1RB will d e
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a8 The IR will comply fully with the requirement s
guidedines, including those concerning natificatio
senfidentiality of  subjects.

de Federal policies
lingy,

3] uff itively,  counse
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sarch Investigator Reporting Responsibilities

A Investigators acknowledge and ac
and weifare of hurman research subjects and for carnplying
this Assurance and 10 CFR 745 and Law RF - 93

a0 changes iy Hhis
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- SPACE BELOW FOR DOE -

Al parts of this Assurance are.in compliance with the requirements of Part 745, Title 10
CFR of the Code of Fecderal Regulations.

LOE Approving Official
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Signature A 280 o SEP Date: |\ “ )
Narne: Susan L. Rose, U.S. Department of Energy
Acicress: SC-72/Room G-143, 19901 Germantown Road, Germantown, MD 20874-1290
Telephone:  (301) 903-4731
FAX (301) 903-8521

ASSURANCE NUMBERS- EH-699KAT
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Signature (b Date: ‘ ! |

Name: Eleanor Melamed, U.S. Department of Energy

Address: EH-64/270CC, 19901 Germantown Road, Germantown, MD 20874-1290

Telephone:  (301) 903-804 4
FAX: (301) 903-1413



